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DIRECTOR’S CORNER 


ooking back at our last Research Protections 
ve (RPU), I wrote about embracing the 

Navy’s emphasis towards honest assessment, 
self-improvement, and the sharing and using of best 
practices. As I considered what to write for this RPU, 
I reflected on where the Department of the Navy 
Human Research Protection Program (DON HRPP) 
has been, where it is going, and what we have done 
since the last edition. DON HRPP started in 2005 
with the designation of the Navy Surgeon General as 
the single point of accountability for human research 
protections. From 2005 to now, DON HRPP has 
evolved to meet the Navy’s unwavering focus on 
warfighter readiness through its facilitation of 
assurances, site inspections and assist visits, training 
and education, policy, quality assurance, and more. 
Presently, Navy Medicine aligned its structure to the 
concept of the Maritime Headquarters (MHQ) and the 
Maritime Operations Center (MOC). The MHQ 
executes Chief Bureau of Medicine and Surgery 
(BUMED) guidance and intent, and ensures Force 
Generation for Navy Medicine including Personnel, 
Equipment, Supply, Logistics, and Training 
requirements. The MOC is Navy Medicine's Point of 
Contact for providing Operational Medical support to 
the Fleet and Fleet Marine Forces. This construct 
aligns with fleet and field to increase speed of 
decision making and aid the pivot from carrying out 
healthcare to operational medicine in the Maritime 
domain. Medical Research and Development, and 
specifically research with human subjects (falling 
under the MOC), is “the backbone of how we 
progress,” and remains at the forefront of Navy 
Medicine priorities. DON HRPP has adapted to these 
evolving times through a variety of efforts, to include 
updating the modules offered in the Collaborative 
Institutional Training Initiative (CITI), examining and 
(continued on page 3) 
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DON HRPP Insights: Compliance Visit 
Processes and Findings Before and During 
the SARS-CoV-2 Pandemic 


ompliance visits — known as Assist Visits 

and Site Inspections — fulfill one of the core 

functions of the DON HRPP: Compliance 
Oversight and Monitoring. Through these visits, 
DON HRPP monitors Navy and Marine Corps hu- 
man research protection programs, ensuring com- 
pliance with human research protection regulations 
and policies for the DON human research activities. 
This article examines compliance visits through the 
lens of the SARS-CoV-2 pandemic (COVID-19) 
impact, looking at how the visits were conducted as 
well as what the visit findings revealed overall. 
Before the COVID-19 pandemic, DON HRPP con- 
ducted 100% of compliance visits in person. Dur- 
ing the pandemic, DON HRPP adapted to virtual 
visit procedures. Many aspects of preparations for 
visits, including headquarters-level reviews of In- 
stitutional Review Board (IRB) minutes and proto- 
col submissions, review of HRPP documents, 
(continued on page 2) 
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DON HRPP Insights (continued from page 1) 
preparation of interview questions, etc., effectively 
remained the same. Other aspects, such as interviews 
and records’ reviews, required modifications such as 
videoconference meetings with the command HRPP 
personnel and investigators, or safe file transfer. As it 
became clear that the pandemic would be a constant 
presence, Off Site Reviews became the foundation for 
Virtual Assist Visits and Virtual Site Inspections. 
Over time, DON HRPP employed best practices such 
as connecting virtually with command staff prior to 
the visit, and scheduling a telephone line to serve in 
backup capacity to any potential communication chal- 
lenges via Microsoft Teams (MS Teams). In February 
2022, DON HRPP successfully completed the first 
hybrid in-person/virtual site inspection and found that 
even while conducting visits primarily in-person, set- 
ting up virtual capabilities as a backup is a necessity 
moving forward into the post-pandemic world. 


Whether virtual, or in-person, upon conclusion of a 
command visit, DON HRPP generates a report or 
summary of the visit that is provided to the command 
with details of the findings and actions that should be 
taken. Actions included in the report or summary can 
be required, which refer to specific regulations, or 


recommended, which are not mandated by regulations 
but instead look to reduce future risk or increase cur- 
rent efficiency. DON HRPP conducted an assessment 
of required actions visit findings for FY2018 through 
FY2021 visits. 


An analysis of findings from year to year since 
FY2018 shows that the top findings have remained 
constant. “HRPP Policies & Procedures” was consist- 
ently the top finding. This raises a question: What 
might contribute to this trend, with or without the pan- 
demic? In this same time frame (FY2018-2021) com- 
mands experienced the implementation of revised in- 
structions and policies (Common Rule, SEC- 
NAVINST 3900.39E CH-1, and DoDI 3216.02). Other 
findings pre and post pandemic were less consistent. 
For example, pre-pandemic, FDA regulations as a cat- 
egory did not have any required actions, but following 
the start of the pandemic, there were four required ac- 
tions in this category. Examining findings over time 
and the possible trends they reveal may help DON 
HRPP to proactively assist commands moving for- 
ward. 


In reviewing these findings, it is also shown that the 
(continued on page 3) 


Required Actions by Category, Year Comparison 
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RESEARCH PROTECTIONS UPDATE 


Electronic Institutional Review 
Board (EIRB) 


EIRB is a web-based, Common Access Card (CAC)- 
enabled electronic records management system that is 
available to Department of Defense (DoD) research- 
ers, HRPPs, and IRBs. It is managed by the Defense 
Health Agency (DHA) and has been used by com- 
mands across the DoD since 2017. The use of EIRB 
is not mandated for Navy commands. However, re- 
cently DON HRPP has seen benefits (listed below) for 
commands using EIRB. 


e Asa DoD-wide system, EIRB can facilitate re- 
search collaboration between different DoD insti- 
tutions. 


e EIRBcan provide centralized electronic manage- 
ment of protocol submissions, IRB approval, and 
HRPP processes. 


e EIRB has built-in, automatic documentation and 
tracking of transactions within the system, includ- 
ing IRB approval expiration reminders. These fea- 
tures can improve efficiency and can assist in the 
oversight of regulatory compliance, an integral 
function of HRPPs. 


e DON HRPP can access protocols and IRB minutes 
that DON commands upload to EIRB. As a result, 
commands that use EIRB no longer need to email 
all protocol documents and IRB minutes to DON 
HRPP to satisfy regulatory requirements for head- 
quarters-level administrative review 
(SECNAVINST 3900.39E CH-1). 


DON HRPP recommends that Navy commands with 
HRPPs consider using EIRB, as appropriate in the 
context of their command’s research portfolio and the 
administrative process requirements for their HRPP. 


Please see the link below to learn more about EIRB 
and the process of obtaining access to EIRB. 


https://www.health.mil/About-MHS/OASDHA/ 
Defense-Health-A gency/Research-and-Engineering/ 
Research-Protections/Electronic-Research-Protocol- 
Management-System 


Please contact DON HRPP for additional assistance, 


as needed at: usn.ncr.bumedfchva.mbx.don- 
hrpp@health.mil 
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Director’s Corner (continued from page 1) 


updating internal standard operating procedures 
(SOPs), attending trainings and conferences (such as 
the Military Health Systems Research Symposium 
(MHSRS)), requesting reservist support, and more. 
Moving forward, DON HRPP will continue to oversee 
improvement, engagement, and meeting the speed of 
need. Future efforts include a virtual booth and “office 
hours” at the Public Responsibility in Medicine and 
Research (PRIM&R) conference this December, a hy- 
brid virtual/in-person DON HRPP wide meeting in 
2023, and more. In the spirit of meeting the needs of 
those carrying out the important work of human re- 
search protections, featured in this issue is a “map” to 
aid in CITI training access, and an informational article 
on the Electronic Institutional Review Board records 
management system available to DoD researchers, 
HRPPs, and IRBs. Additional highlights include an 
assessment of findings pre and post pandemic, as well 
as recent observances celebrating Asian American and 
Pacific Islander Heritage Month, Jewish American 
Heritage History Month, National Armed Forces Day, 
Juneteenth, National Pride Month, National Hispanic 
Heritage Month, and National Indian Heritage Month. 
The work of protecting human subjects is a constant 
effort, and together, we will continue to protect human 
subjects and advance warfighter readiness. 


DON HRPP Insights (continued from page 2) 


core objectives of a compliance visit may be accom- 
plished by a variety of strategies, and that oversight will 
be continued despite the challenges, such as a global 
pandemic, that may arise. Whether in person, by vide- 
oconference, by phone call, or a combination of these 
methods, DON HRPP will oversee the protection of re- 
search participants and compliance to federal/local regu- 
lations and policies during the conduct of human re- 
search, with or without pandemic situations. In keeping 
with the Navy Surgeon General’s embrace of apprecia- 
tive inquiry and high reliability organizations, DON 
HRPP continues to strive for excellence and service 
while pursuing its vision to preserve the rights and wel- 
fare of human subjects in the Navy and Marine Corps. 


By Dr. M. Rochelle Collantes, Ms. Nora Livengood, 
and Mr. Derek Englis. 


CITI Training 


The Collaborative Institutional Training Initiative (CITI) provides training courses for staff working in 
organizations involved in human subjects research. To access the required training courses, visit 
https://www. citiprogram.org. 


To assist in the navigation of courses, DON HRPP has put together several tools to help learners identify 
their specific courses, all of which are available on the DON HRPP milSuite located at 
https://www.milsuite.mil/book/groups/don-hrpp. 


1. A snapshot (depicted below) of required CITI training courses based on Department of the Navy re- 
search and human research protection program roles allows all courses to compared across learner 
groups. This excel file is best for those who wish to see an overall view of CITI. File name: CITI Learn- 
er Map 

2. An Excel sheet listing each learner group’s courses by role, which allows for ease of reading required 
courses and comparison of learner group courses. This is excel file is best for the learner who has multi- 
ple roles. File name: CITI Learner Map Details 

3. An expert system that walks the user through each required identification (focus and role) to a list of 
their required courses. This word document is best for the first time user or those with a single role. File 
name: CITI Learner Map Expert System 


CITI Learner Group Curricula 
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Allleamers take Belmont Report Course (ID 1127 
DODIDOD Specific Modules 

Department of The Navy Introduction to the HRPP (ID 1663) 
Department of the Navy Introduction (ID 1538) 

DON Module for Senior Navy Leadership 


DoD) Requirements for Human Subject Research (ID) 15654) 
APO module (10 20542) 

Non DODIDOD Specific Modules 

Basic RB Regulations andReview Process (ID 2) 

Informed Consent (ID 3) 

Social and Behavioral -SBE (D4) 

Records-Based Research (ID) 

Genetic Research in Human Populations (10 6) 

Research Involving Children (ID) 3) 

Research Involving Pregnant Women, Fetuses, Neonates (ID 10) 

FDA-Requiated Research (12) 

Research and HPAA Privacy Protections (ID 14) 

Vulnerable Subjects-Rerch Involving WorkerlEmployees (10 483) 

History and Ethical Principles - SBE (ID 40) 

Defining Research with Human Subjects - SBE (ID 431) 

History and Ethies of Human Subjects Research (ID 498) 

The Federal Regulations - SBE (ID 502) 

Assessing Risk - SBE (0503) 

Informed Consent - SBE (ID 504 

Privacy and Contidentialty - SBE (ID 505) 

Research With Prisoners - SBE (ID 506) 

Research with Children - SBE (10507) 

Intemational Research - SBE (ID 503) 

Inteinet-Based Research - SBE (D510) 

“What Every New IRB Member Needs to Know’ (10816) 

Students in Research (ID 1321) 

History and Ethics for Bomedical Investigators (ID 1540) 

Avoiding Group Harms: U.S. Research Perspectives (10 14080) 

Populations in Research Requiring Add. Protections (ID 16680) 

Conflicts of Interest in Human Subjects Research (I0 17464) 
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MHSRS Highlights 


The annual Military Health System Research Symposium (MHSRS) 
was held in-person from 12-15 September 2022 in Kissimmee, Florida 
at the Gaylord Palms Resort and Convention Center. 


The MHSRS serves as the foremost scientific meeting for the Depart- 
ment of Defense (DoD), focusing on military research and develop- 
ment, and the availability of new scientific knowledge on a variety of 
topics. The MHSRS provides an opportunity for researchers, 
healthcare professionals, and leaders of the DoD to gather and discuss 
medical needs of the Warfighter. Topics include Combat Casualty 
Care, Military Operational Medicine, Clinical and Rehabilitative Medi- 
cine, Medical Simulation and Information Sciences, Military Infectious 
Diseases, and Radiation Health Effects. 


Team members from the Department of the Navy Human Research 
Protection Program (DON HRPP) were in attendance at this year’s 
symposium and enjoyed meeting and connecting with HRPP personnel 
from a number of different Navy commands. CDR Svec, first time at- 
tendee, noted “it was inspirational to hear the Navy Surgeon General, 
RADM Bruce Gillingham speak with such enthusiasm for research and 
the importance of research in Navy medicine and the Navy in general... 
MHSRS 1s a great venue to learn and connect; within the Enterprise, 
outside the Enterprise, there is a lot to be gained by attending. It is ex- 
citing to see the future of our Warfighters today”. 


DON HRPP congratulates the Naval Submarine Medical Research La- 
boratory (NSMRL), which was recognized with the MHSRS Award 
for Excellence, Research Accomplishment Team/Military and MHSRS 
Poster Award for Best in Show. 


DON HRPP looks forward to attending MHSRS in 2023. 


By Dr. Nancy Dawood 


Ist Photo (top right) CDR Svec reunited 
with two previous Directors of the DON 
HRPP, CAPT William Deniston and 
CAPT John Melton. 


Second Photo (middle right) CDR Svec 
with current Deputy Director of DON 
HRPP, Nancy Dawood. 


Third photo (left) MHSRS conference 
: MHSRS 2022 Navy Dinner distinguished speak- 
ers. 
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DON HRPP News!!! 
E-mail Updates! 


e Due to arecent Bureau of Medicine and Surgery 
(BUMED) migration from the Defense Enterprise 
Email (DEE) to the MED365 Exchange Online 
Email, the Department of the Navy Human Re- 
search Protection Program (DON HRPP) general 
mailbox and BUMED staff e-mail addresses have 
changed. 

e The DON HRPP general mailbox and BUMED 
staff e-mail addresses have changed from 
@mail.mil to @health.mil. 

e The e-mail addresses for the Office of Naval Re- 
search (ONR) staff remain unchanged. 

e Connect with us at: usn.ncr.bumedfchva.mbx.don- 
hrpp@health.mil if you have any questions on this 
matter. 


Introduction to DON HRPP Video! 

e The DON HRPP Video trailer providing an over- 
view of human research protections and DON 
HRPP is now posted on Facebook, milSuite, and 
flickr. 

— To view on Facebook, search for the Navy 
Medicine page and find the 8 July 2022 posting. 

— To view on milSuite, visit the CAC-enabled 
DON HRPP milSuite page at: 
https://www.milsuite.mil/book/groups/don-hrpp 

— To view on flickr, visit: 


https://flickr.com/photos/navymedicine/52202742408/ 


Public Responsibility in Medicine and Re- 

search (PRIM&R) Annual Conference! 

e The Public Responsibility in Medicine and Re- 
search (PRIM&R) Annual Conference will be held 
12-15 December 2022, with workshops on 6 and 8 
December. 

e This will be an all virtual event. For registration 
and to get the latest updates, visit https:// 
www.eventscribe.net/2022/PRIMR22/ 

e DON HRPP will be attending PRIMR22! 

e Feel free to stop by the virtual exhibit booth, visit 
during virtual office hours, or stop by the poster 
session for material presented by DON HRPP 
staff! 
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Special Recognition 


CDR Leedjia Svec awards former DON 
HRPP Director, CDR David McKay, with 
the DON HRPP Bravo Zulu award of excel- 
lence in appreciation for his service to the 
Human Research Protections Community at 
the occasion of his retirement from Active 
Duty after many decades of illustrious ser- 
vice. 


Fair Winds and Following Seas 


The following individuals have detached from the 
DON HRPP. We are very appreciative to each of 
them for all their hard work and dedication during 
the time they worked with the DON HRPP team. 


e Eva Owusu—Human Research Protection Spe- 
cialist 


e Cornelia Chrystal—ONR Administrator 


e Paige Lispcome—Human Research Protection 
Specialist 


We wish them all the best in their future endeavors! 
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Welcome to DON HRPP! 


Ms. Miriam Arnone is a Human Research Compliance Specialist at DON HRPP. She has 
earned a Bachelor of Science degree in Health Care Administration from California Coast 
University. Prior to joining DON HRPP, she was a Lead Regulatory Specialist at Inova 
Fairfax Medical Campus and a Clinical Research Coordinator at O & O Alpan, LLC. She 
has 7 years of clinical research experience, leading, developing, and maintaining various 
protocols and projects. 


Dr. Ismael Anoumatacky serves as a senior Human Subject Compliance Specialist for 
DON HRPP. Dr. Anoumatacky has been conducting, supervising, training, and mentoring 
in research for more than twenty years. Prior to joining DON HRPP, he served as a lead 
contract-support conducting regulatory reviews of complex research projects, and 
providing subject matter expert recommendations to the Office Research Protection — 
Human Research Protection Office of the U.S. Army Medical Research and Development 
Command and the Regulatory Affairs Department of the National Institute of Allergy and 
Infectious Diseases. Dr. Anoumatacky holds a Doctorate in Dental Surgery from the 
Institute of Odonto-Stomatology of Abidjan-Cote D’ Ivoire; a Bachelor of Science from 
the University of Abidjan School of Medicine; and professional certification as a Certified 
IRB Professional. 


Ms. Jonise Handy-Richards is a Training and Educational Specialist at DON HRPP. She 
earned her degree in Allied Health Technology and is an active member with the Society 
of Clinical Research Associates (SoCRA) where she earned the title of Certified Clinical 
Research Professional (CCRP). Prior to joining DON HRPP, she worked at Children’s 
National Hospital in Washington, D.C. for 22 years and has held the titles of Clinical Re- 
search Manager, Clinical Research Coordinator, and Clinical Research Specialist. She 
has experience in managing and overseeing complex research protocols, collaborating 
with the IRB, and negotiating contracts. Her management background includes the ad- 
ministrative management of Children’s National’s Clinical Research Center and its ad- 
ministrative staff. Ms. Handy-Richards has received over 100 IRB approvals in her re- 
search career. 


Ms. Stephanie Hoyer is a Human Research Compliance Specialist at DON HRPP. She 
eamed her B.A at Queens University of Charlotte in North Carolina. Prior to joining 
DON HRPP, she was a Clinical Research Associate at Naval Medical Center San Die- 
go (NMCSD) where she gained experience working with the Navy. Before working at 
NMCSD, Stephanie worked at Scripps Health in Interventional Cardiology Clinical 
Trials. She has over five years of experience working in the medical field and research. 
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Special Observances 


Asian American and Pacific Islander Heritage Month, May 2022 

Jewish American Heritage History Month, May 2022 

National Armed Forces Day, 21 May 2022 

Juneteenth, 19 June 2022 

National Pride Month, June 2022 

National Hispanic Heritage Month, 15 September 2022 - 15 October 2022 
National Indian Heritage Month, November 2022 


TOE eee 


For more ways to celebrate diversity, please see observance materials provided by the Defense Equal Opportunity. 


Jewish American Heritage Month 


DETERMINATION, 
HOPE & HONOR 
rs.of Re e 


Days 


Asian American and Pacific Islander 


National Armed Forces Day 
Heritage Month 


| 


<< oS an 
NATIONAL 
ARMED 
FORCES 
DAY 


Juneteenth 


National Pride Month National Hispanic Heritage Month 


WAVAVAVAVAVAVAVAV AV AV AV AV AV AV AV AY: 


NATIONAL 
HISPANIC 


NATIVE 
AMERIGAN 


HERITAGE MONTH 


> ANS 


NIN IN IN IN IN AININAIN INIA ANA INNES 


’, 
y 
4 
¥ 
4 
» 
4 
¥ 
‘ 
4 
% 
» 
4 
% 
% 
% 
% 
% 
% 
» 
4 
¥ 
S 
KI 


PRIDE MONTH - JUNE 


@O@2n 8z eeosoo Wavavala¥a¥ Gum VaraVavarvars 


RPU CONTRIBUTION SOUGHT 


Have a "Good News" story or picture from your Research Protection Program? Have 
a best practice you want to share with others? Consider sharing it with the DON 


Research Protection community! DON HRPP offers an open invitation for 
submission of material for potential inclusion in the Research Protections Update 
newsletter. Please send your research news, success stories, tips, pictures, lessons 
learned, or other material related to the ethical conduct of human research to 
usn.ncr.bumedfchva.mbx.don-hrpp@health.mil 


DON HRPP FUN — RESEARCH WORD FIND 


EX C LUS IT ON C RI TFT ERI AMKX YY OA S_ D 
VBN CO H OR T AT EL CC J TOP Y IT BN X 

FF MM K EP MP PODNGoODLOVMOD F VS Y L F 
Jotwjs PY WDP Y MVVU AP JS PPT NE CB R 
LN OTIS S I MBUS AMEL TO Y LOV RP V_ E 
OL PLZATI CBI PVMYS AA K TDS VY JC 
COMMON R UL EOT S GZ TT V F I K AD K R 
LOVUMME EL YN PCL OPTI IBOOK T AT U 
IP UI HoOs L PKS LPYKLMGoOoOcWI NL I 
NA OK OL AK LQO WR ER TY UANTI OA O T 
IR P LAS RD F GR HOJ K LTZ xX TS N LCM 
CT VPI BC ENMCMTN BVN CX ZOL Y K ECE 
AI J H GC H F GDS A OK POE TI UTP RS Y N 
LC Y Y T R Y REI WQCMOL MI OC P UT U iT 
TI R T H K N R U Y S T LN PK LI oP E K RS F O 
RP I Y T LY T MRI T T Y JUL RUS | MBS K 
I ATI RBY MRL UY TR KIT P OJ BBL FL I I 
AN OR F LI UINMK UY T MREKI UL DP T N 
LT S T UD Y DES I GNI RLNMULS J AN E B 
JMIS T C EJ BUS NAM U HELO Y PLUV -L 
HY UI K U TN ES NOC DE MR OF NI DPI Y 
YK J H RK OP KS T UD Y LOY J MOD ZH OS L 
IA DV ERS EE VEN TOO K RIL TUQAT U 
UL F RI N CLUS ION C RI T ERI A GY T P 
NI GJ HS T ATI S TI CS K JI N LPO J R 


oS oP SSS PSSSPSSoPPSoP SSeS SSeS S39 


With gratitude for 2022 
and excitement for 2023 
DON HRPP wishes each 


of you a Happy New Year 
of warmth and cheer! 
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RESEARCH PROTECTIONS UPDATE is published by the Department of the Navy Human Re- 
search Protection Program. Email address: usn.ncr.bumedfchva.mbx.don-hrpp@health.mil. 


Telephone: (703) 681-9629. Material appearing in RESEARCH PROTECTIONS UPDATE is 
not copyrighted and may be redistributed in electronic or printed form. 
Distribution to command HRPP program staff is encouraged. 


Jonise C. Handy-Richards, CCRP, Editor 


